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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-2, 4-11,15-22, 24-30, 32, 35 are rejected under 35 U.S.C. 102(b) as 
being anticipated by Buckman Jr. et aL (5,484,391). Buckman Jr. et al. discloses a 
device capable of manipulating and positioning a heart, absent clinically relevant 
hemodynamic instability, with an inflatable annular member (Fig. 6, #82) with a central 
opening (Fig. 7, space through which 76 passes into 82), and an organ-contacting 
surface (Fig. 6, #86). The annular member can be inflated with liquid or gas (Column 9, 
lines 41-42). The heart-contacting surface is made of a cushioning compliant material 
(Claim 4), specifically a foam rubber (Column 6, lines 64-67). This contacting material 
is configured to conform to and diffuse suction exerted on the organ (Column 6, lines 
55-59). There is also vacuum source coupled to the positioning element and a vacuum 
distribution element associated with the annular member configured to diffuse suction 
exerted on the heart (Fig. 7, #80; Fig. 8, #120; Column 11, lines 17-22). The vacuum 
distribution element (Fig. 8, #120) is made of a foam rubber since it is an indentation of 
the end of the contacting member, (Fig. 8, #112), which is analogous to heart contacting 
member (Fig. 1, #16 and Column 11, lines 4-6). There is a position element (Fig. 6, 
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#76), compromising a lumen, coupled to a vacuum source (Fig. 7 #'s 80 and 90; 
Column 9, lines 43-45) and to the inflatable member and a regulator for controlling the 
vacuum flow (Fig. 7, #92; Columns 9-10, lines 67-3). The inflatable annular member is 
coupled to the positioning element with a series of attachment means (Fig. 7, #'s 84A 
and 104), which are made of plastic as disclosed for all embodiments of the heart 
contacting members (Column 6, lines 51-53), and silicone material. Also disclosed is a 
spring element system (Figs. 9-1 1, #'s 144 and 156 specifically) associated with the 
positioning element that allows axial movement of the inflatable annular member 
(Column 1 1 , lines 36-38). There is also a sheath of inner and outer sleeves (Fig. 10, #'s 
146 and 156) that can retain the deflated device for insertion into the body cavity Fig. 
11, #146). 

Buckman Jr. et al. also discloses methods for manipulating and positioning the 
heart, possibly during the absence of clinically relevant hemodynamic instability, with 
the device described above by introducing the device into the body cavity via a 
thoracotomy (Column 15, Iines12-14 and 34-48). The device is capable of being 
inflated with gas or liquid (Column 9, lines 41-42), and a vacuum source can be 
operatively coupled to the positioning element (Column 10, lines 27-33, 50-53, and 58- 
61). Again, a sheath is disclosed for inserting the device in the body cavity (Fig. 11, 
#146) and the vacuum exerted on the organ is diffused by a vacuum distribution 
element and the surface conforms to the heart surface (Fig. 8, #120). 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Buckman 
Jr. et al. in view of Heaven et al. (5,337,754). Buckman Jr. et al. discloses the claimed 
invention with the exception of the seams of the inflatable annular member being 
positioned on the interior of the member. Heaven et al. discloses, an medical retractor 
with an inflatable member that utilizes internal seams yielding less traumatic surfaces 
on the exterior (Column 6, lines 3-8). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify the invention of 
Buckman Jr et al. with internal seams, as taught by Heaven et al., which would result in 
a less traumatic surface being applied to the heart. 

Claims 12-14, 23, and 33 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Buckman Jr. et al. in view of Peng et al. (6,506,149). Buckman Jr. et 
al. discloses the claimed invention except for the attachment means compromising a 
flexible linkage system or a ball and socket mechanism that allows sufficient vertical and 
lateral movement of the inflatable annular member. Peng et al. discloses a heart 
manipulator that has an attachment means compromising a flexible linkage system (Fig. 
1, #4C) and a ball and socket mechanism (Fig. 30, # 154) that allows vertical and lateral 
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movement of the annular member. Therefore, it would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify the manipulator 
device of Buckman Jr. et al. with an attachment means compromising a flexible linkage 
system or a ball and socket mechanism, as taught by Peng et al., so that the organ 
manipulator device can be positioned correctly on the heart despite the orientation of 
the positioning element. 

Buckman Jr. et al. also does not disclose a securing means and a method for 
securing the device to a stationary object. Peng et al. discloses a heart manipulator 
capable of, and a method for, securing the device to a stationary retractor (Fig. 1 , 4A 
and Column 10, lines 24-28). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to modify the manipulator device of 
Buckman Jr. et al. with a means and method for securing the manipulator device to a 
stationary object, as taught by Peng et al., since it is ideal to have retractor systems 
secured during any type of medically related operational procedure. 

Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Buckman Jr. et al. Buckman Jr. et al. discloses the claimed invention with the exception 
of the method of applying 100 mmHg to 400 mmHg of vacuum. It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
apply a vacuum force in the given range, since it has been held that where the general 
conditions of a claim are disclosed in the prior art, discovering the optimum or workable 
ranges involves only routine skill in the art. In re Alter, 105 USPQ 233. 



Application/Control Number: 10/749,061 Page 6 

Art Unit: 3732 

Claim 34 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Buckman Jr. et al. in view of Taylor et al. (5,906,607). Buckman Jr. et al. discloses the 
claimed method with the exception of performing a coronary artery bypass on the organ. 
Taylor et al. discloses a coronary artery bypass procedure on a heart being stabilized 
with a vacuum source retractor (Fig. 4). Furthermore, Taylor et al. discloses in the 
background and summary of their invention the benefits of using vacuum retractors for 
performing surgeries involving block coronary vessels. Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify 
the methods of Buckman Jr. et al. with a coronary bypass procedure, as taught by 
Taylor et al., because coronary bypass procedures are among the most common heart 
surgeries that require manipulation of the heart, ideally while still beating. 

Claims 36-38, and 40 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Buckman Jr. et al. Buckman Jr. et al. discloses the claimed invention, as 
described above, with the exception of kit with a plurality of devices and instructions for 
using the device. The examiner takes Official Notice that it is obvious to provide 
instructions within a device kit to enable correct utilization of the device. Therefore, it 
would have been obvious to provide instructions in a kit along with the device of 
Buckman Jr. et al., and it would have been obvious to provide a plurality of organ 
manipulation devices (subcombinations) in the kit (device/combination) since it has 
been held that mere duplication of the essential working parts of a device (i.e. the kit) 
involves only routine skill in the art. St Regis Paper Co, v. Bemis Co., 193 USPQ 8. 
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Claim 39 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Buckman Jr. et al., as applied to claim 35 above, and further in view of Peng et al. 
Buckman Jr et al. discloses the claimed invention with the exception of a securing 
means for securing the device to a stationary object. Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify 
the manipulator device of Buckman Jr. et al. with a securing means, as taught by Peng 
et al., so that the organ manipulator device can effectively hold the retracted organ in 
desired position without the aid of a person during an operational procedure. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See PTO-892. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patrick J. Kilkenny whose telephone number is 
(571)272-8684. The examiner can normally be reached on Mon-Fri, 8-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin P. Shaver can be reached on (571) 272-4720. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). s^JL* — * ^ y 
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